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First Named Inventor 


YU et al. 


AoDlication Number 


09/814.357 


Address to: 


Filina Date 


March 21. 2001 


GroUD Art Unit 


1635 


Assistant Conrimissioner for Patents 
Washington, D.C. 20231 


Examiner Name 


Whiteman. Brian A 


Title: METHODS OF TREATING NEOPLASIA WITH 
COMBINATION OF TARGET CELL-SPECIFIC, . . 



Sir: 



Prior to examination of the above captioned application, please make the ibilowing amendments. 



In THE Claims 

Please replace the pending claims with the claims below. Attached hereto is a marked-up version of 
the changes made to the specification and claims by the current amendment; captioned 'Version with 
Markings to Show Changes Made," 

// 

Cancel claims 1-58. 



Add the following new claims: 




A method for suppressing tu)n^growth in an individual comprising: administering a target 
cell-Specific adenovirus vector, said vector composing an adenoviral early gene essential for replication 

under transcriptional control of a target cell-specific transcriptional regulatory element (TRE), selected from 

\ 

the group consisting of a prostate-specific antigen (PSA)-TRE» an a-fetoproteln (AFP)-TRE and a human 
uroplakin II {UPll)-TRE and at least one antineoplastic^agent selected from the group consisting of 
paclitaxel, docetaxel, doxorubicin and cisplatin, wherein the arr^ount of antineoplastic agent administered is 
less than that known in the art to be effective for suppressing tumbr growth when administered alone 
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60. The method of claim 59, wherein said at least one antineoplastic agent is doorubicin. 

61. The method of claim 59, wt^^ said at least one antineoplastic agent is cisplatin. 

^ ^ method for suppressinqtumor growth in an individual comprising: administering a target cell- 
specific adenovirus vector, said vectoh^qomprising an adenoviral gene essential for replication under 
transcriptional control of a prostate-specifi^^tigen (PSA)-TRE and at least one antineoplastic agent 
selected from the group consisting of etoposide, e^ramustin and 5-fluorouradl (5-FU), wherein the amount 
of antineoplastic agent administered is less than thatkhQWn in the art to be effective for suppressing tumor 
growth when administered alone. 

63. The method of claim 59, wherein said at least one antineoplastic agent is selected from the 
group consisting of paclitaxel, docetaxel and etoposide. 

64. The method of claim sV wherein said at least one antineoplastic agent is 5-fluorouracil (5-FU), 

65. The method of claim 59^ wherein said at least one antineoplastic agent is doxorubicin or 
mitoxantrone. 

66. The method of claim 59, wherein said at least one antineoplastic agent is estramustine or 
cisplatin. 

A method for suppressing tumor g\owth in an individual comprising: 
administering a target cell-specific adenovirus vector, said vector comprising an adenoviral gene essential 
for replication under transcriptional control of an otvfetoprotein (AFP)-TRE and at least one antineoplastic 
agent selected from the group consisting of paclitaxfel, docetaxel, doxorubicin, cisplatin, mitomycin C, and 
mitoxantrone, wherein the amount of antineoplastic agerifadministered is less than that known in the art to 
be effective for suppressing tumor growth when admlnUffered alone. 

68. The method of claim 67, wherein said at Ipast one antineoplastic agent is paclitaxel or 
docetaxeL 

K method for suppressing tumor growth in an individual comprising: 
administering a target cell-specific adenovirus vector, said vector comprising an adenoviral gene essential 
for replication under transcriptional control of a human uroplakin l)\(UPII) transcriptional regulatory element 

2 
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(TRE), and at least one antin Aplastic agent selected from the group consisting of paclitaxel. docetaxel, 
doxorubicin and cisplatin, whereirKthe amount of antineoplastic agent administered is less than that known 
in the art to be effective for suppre^ing turn r gro\AAh when administered alone. 

70. The method of claim 69, vyherein said at least one antineoplastic agent is paclitaxel or 
docetaxel 

K method for suppressing tumor gr^N^lr^ individual comprising: administering a target cell- 
specific adenovirus vector^ said vector comprt^li^ ah adenoviral gene essential for replication under 
transcriptional control of a prostate-specific antrgenSpSA)-TRE or an a-fetoprotein (AFP)-TRE, together 
with mitoxantrone, wherein the amount of mitoxantrone^dministered is less than that known in the art to be 
effective for suppressing tumor growth when administered alone. 

72. The method of claim 59, wherein the adenoviral early gene is El A. 

73. The method of claim 59. wherein the adenoviral early gene is E1B. 

74. The method of claim 73, wherein ElB has a deletion of the 19-kDa region. 

jef^A method for suppressm^umor growth in an individual comprising: administering a target cell- 
specific adenovirus vector, said vectoKcomprising an adenoviral gene essential for replication under 
ranscriptional control of a target cell-specihc transcriptional regulatory element (TRE), selected from the 
group consisting of a prostate-specific antig^(PSA)-TRE, an a-fetoprotein (AFP)-TRE and a human 
uroplakin II (UPII)-TRE and administering an effective amount of an appropriate course of external radiation 
therapy to the individual wherein the amount of radiaHpn administered is less than that known in the art to 
be effective for suppressing tumor gro\A4h when administered alone. 

76. The method of claim 77, wherein said TRE is a pi;pstate-specific antigen (PSA)-TRE. 

Remarks 

Claims 1 -58 are canceled, and new claims 59-76 added. The new claims clarify the subject matter 
of the invention, and find basis in the originally filed claim set. No new matter is added. 

Applicants submit that all of the claims are now in condition for allowance, which action is requested. 
If the Examiner finds that a Telephone Conference would expedite the prosecution of this application, he is 
invited to telephone the undersigned at the number provded. 

3 
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